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DETAILED ACTION 

Drawings 

The drawings were received on 3/26/08. These drawings are accepted. 
Claim Objections 

Claims 1-31 are objected to as containing a number of informalities. Following is 
a non-exhaustive list of informalities which are contained within the claims: In claim 1 , 
line 9, "monitoring one or more factors" should read "monitoring of one or more factors, 
and in line 1 1 "based on said automatic modification of said initial prescription". In claim 
1 2 and claims 1 3, line 1 , "said automatic monitoring". In claim 1 7 line 6 to line 7, 
incomplete thoughts seem to be merged. Specifically, "automatically monitoring one or 
more factors, exclusive of a position of said area of interest, that could affect the 
effectiveness of said automatically delivering said first does of therapeutic radiation to 
said area of interest of said patient based on said diagnosis process" appears to contain 
two separate statements which are not linked. Examiner has implied that the word 
"therapy" after "said" in line 6 and has examined the claim as such. Additionally, "said 
automatically calculating" should read "automatic calculation" as it appears to be 
intended as a noun following the word "said" in line 12. Claim 21, line 3 "automatic 
calculation of..." Claim 22, line 1 "automatic performance of..." Claims 25-27, line 1 
"automatic monitoring..." Finally, in claim 16, line 2 "therapeutic application by" appears 
to be the intended wording. Appropriate correction is suggested. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-32 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Kapatoes et al (US 6,661 ,870 B2). Kapatoes et al disclose the use of both CT and MRI 
images in the treatment of an area of interest within a patient and the design of therapy 
plans before, during, and after rounds of radiation therapy are delivered to the patient 
(Col 2 Line 18-Col 4 Line 30). Specifically they disclose taking a scout image of the 
area of interest (Col 5 Line 40-57), creating a plan (Col 5 Line 45-62), validating the 
initial image once a patient is ready for therapy (Col 5 Line 58-Col 6 Line 30), modifying 
the treatment plan to account for anatomical and positional changes at this point (Col 6 
Line 5-50), delivering a dose of therapy and monitoring the dosage and therapy 
received during the treatment (Col 7 Line 20-50), updating the plan and performing 
additional treatment as needed based on anatomical and physiological changes of the 
diseased state of the patient (Col 7 Line 1-30, Col 3 Line 5-45), including the level of 
radiation received and therefore the stage of treatment at both the tumor site and the 
surrounding tissues (Col 6 Line 30-50). These physiological and clinical measurements 
are performed by imaging in an MRI/CT lab and the updating of the plan can include 
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modifications between dosing due to unexpected changes in the tumor site thereby 
inducing an unscheduled break into the therapy session (Col 2 Line 40-47, Col 3 Line 
58-Col 4 Line 17). Updated plans are automatically prescribed and are updated further 
or verified by the operator or treatment planner (Col 3 Line 5-35, Col 3 Line 58-Col 4 
Line 17). The plans include dosage levels, target sites, physiological locations and 
identifications of tissues of interest which are all capable of being updated before, 
between, or for future therapy sessions (Col 5 Line 34-Col 7 Line 29). 

Response to Arguments 

Applicant's arguments filed 3/26/08 have been fully considered but they are not 
persuasive. With regard to the traversal of the number of outstanding objections, 
Examiner notes and understands that the claims all retain antecedent basis both before 
and after the suggested changes to the claims; however, the objections as listed were 
merely to correct grammatical inconsistencies with the English language. None of the 
claim wording as listed lacks antecedent basis, and as such, these objections are held 
in abeyance so as to further prosecution on the merits of the instant application. These 
objections will be retained herein as they are truly minor informalities; however, the 
current wording is at times difficult to follow. 



With respect to the arguments levied against the rejections of the claims, in 
particular the argument that the monitoring of factors is truly exclusive of a position of an 
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area of interest within the instant application, and not within the reference of record, 
Examiner wholeheartedly disagrees with Applicant. 

If the currently argued interpretation of "exclusive of a position of said area of 
interest" were applied against the claims of the instant application, it would create a 
logical fallacy, as the inherent nature of an "area of interest" implies that an "area", that 
is some region in space, is being targeted or otherwise focused upon. This "area" 
would then of course inherently comprise position, and it would require knowledge of 
that position in order to monitor factors, deliver therapy, or otherwise intentionally 
perform any medical act on that "area". Claim 2 denotes that the area is a tumor, a 
tumor which would of course have to be located with respect to its position within the 
body, and further with respect to the room or space in general. Monitoring one or more 
factors of that tumor, would require knowledge of the position of the area of interest 
before monitoring could even take place, so this interpretation of the claim language 
cannot possibly be that which is desired by Applicant. Furthermore, from Applicant's 
dependent claims, one can easily see that, stage of disease, stage of treatment, as well 
as anatomical and physiological variations are desired factors which can be monitored. 
This monitoring, as stated by Applicant's claims, can take the form of, imaging, 
laboratory testing, physiological measurement, or clinical observation. 

Turning to the art of record, it is clear that the "area of interest" is imaged and 
subsequently re-imaged at another point in time. This would fall under the cases of 
laboratory testing, physiological measurement, imaging, and clinical observation. 
Additionally, from the images, assessment of the stage of the disease, as is common for 
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clinicians, as well as anatomical and physiological variations within the area of interest; 
namely, the tumor is inherently capable of being performed. Furthermore, the steps of 
delivery verification and dose reconstruction constitute assessment of the "stage of 
treatment" of an area of interest (please see column 3, line 20-42 for a summary of the 
steps of this process). 

If Applicant's monitoring of an area of interest were truly "exclusive of a position 
of said area of interest", then the subsequent claims would not logically follow, as it 
would be impossible to assess an area of interest without knowledge of the position of 
that area of interest, especially since all the subsequent claims either further define that 
area of interest, or recite that the factors being monitored are being monitored within 
that area of interest. 

It is well-understood that portions of Kapatoes et al. are focused on the position 
both of a tumor and of the surrounding tissues in the "area of interest", yet there are 
monitoring factors which at least comprise those listed within the claims as written, 
including anatomical and physiological changes, stage of disease, and stage of 
treatment as recited above. Automatic monitoring can at least comprise laboratory 
testing, physiological measurement, imaging, and clinical observation within the instant 
application, as is already discussed above, and through this monitoring a medical 
practitioner, would have all of the information to inherently be fully capable of assessing 
the stage of treatment, disease, and physiological changes within the "area of interest". 

As discussed above, laboratory testing can comprise imaging, physiological 
measurement of a patient also can comprise imaging, and clinical observation need 
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only comprise the use of human hand, or in the instant case, human eye, for 
assessment. As cited above, column 3 line 20-42 gives a breakdown of an assessment 
procedure including imaging as a monitoring method as well as dosimetry for the 
purpose of monitoring the stage of treatment (or the stage of disease as would be 
inherently observable to the trained eye via images which are produced). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure includes Fitchard et al (US 6,385,286 B1) which discloses 
additional relevant embodiments as pertains to the instant case. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action (The inclusion of claim 32). Accordingly, THIS ACTION IS MADE 
FINAL. See MPEP § 706.07(a). Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joel M. Lamprecht whose telephone number is (571) 
272-3250. The examiner can normally be reached on Monday-Friday 7:30AM-4PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian L. Casler can be reached on (571)272-4956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

JML 

/Ruth S. Smith/ 

Primary Examiner, Art Unit 3737 



